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DETAILED ACTION 

Applicants amendnnent filed July 5, 2005 has been received and entered. Claims 
1-30 have been canceled and new clainns 31-46 have been added. Consequently, 
claims 31-46 are pending in the instant application. 

All grounds of rejection in the Office Action mailed June 29, 2004 are withdrawn. 
The following new grounds of rejection are applied: 

Claim Rejections - 35 USC § 101 

1 . Claims 36 and 42 are rejected under 35 USC 101 as the claimed invention is directed to 
non-statutory subject matter. 

The claims are directed towards recombinant cells, which can encompass cloned human 
cell hues, a non-statutory invention. Amendment of the claim to recite "isolated host cell" will 
be sufficient to overcome this rejection. 

Claim Rejections - 35 USC §112 

2. Claims 3 1-46 are rejected under 35 U.S.C, 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the apphcation was filed, had 
possession of the claimed invention. This is a written description rejection. 

Claims 31-46 recite nucleic acid molecules encoding polypeptides, which nucleic acid is 
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selected from the group consisting of SEQ ID NO: 1 -9. 

The specification and claims do not indicate what distinguishing attributes are shared by 
the members of the genus. Thus, the scope of the claims includes numerous structural variants, 
and the genus is highly variant because a significant number of structural differences between 
genus members is permitted. Since the disclosure fails to describe the common attributes or 
characteristics that identify members of the genus, and because the genus is highly variant, a 
"non-full length open reading frame of SEQ ID NO: 1-9" alone is insufficient to describe the 
genus. One of skill in the art would reasonably conclude that the disclosure fails to provide a 
representative number of species to describe the genus. Thus, applicant was not in possession of 
the claimed genus. Specifically, SEQ ID NO: 1 is only a fragment of a full length open reading 
frame as the traditional starting codon for methionine is absent. Absent such a disclosure, 
Applicants specification is only adequately supported for "consisting of language, as additional 
upstream or downstream nucleotides would have a profound impact on the activity of the 
encoded protein, and Applicants specification is silent as to the identity of these regions. 

Adequate written description requires more than a mere statement that it is part of the 
invention and a reference to a potential method of isolating it. The protein itself is required. See 
Fiers v. Revel, 25 USPQ 2d 1601 at 1606 (CAFC 1993) md Amgen Ina V. Chugai 
Pharmaceutical Co. Lis., 18 USPQ2d 1016. 

Vas-Cath Inc. K Mahurkar, 19 USPQ2d 111, clearly states that "applicant must convey 
with reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was 
in possession of the invention. The invention is, for purposes of the 'written description* inquiry, 
whatever is now claimed," The specification does not "clearly allow persons of ordinary skill in 
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the art to recognize that [he or she] invented what is claimed." 

Applicant is reminded that Vas-Cath make clear that the written description provision of 
35 use 1 12 is severable from its enablement provision. 

Applicants are directed to the Revised Interim Guidelines for the Examination of Patent 
Applications Under the 35 U.S. C. 112, 1 "Written Description" Requirement, Federal Register, 
Vol. 64, No. 244, pages 71427-71440, Tuesday December 21, 1999. 

3. Claim 44 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 

pertains, or with which it is most nearly connected, to make and/or use the invention. 

I 

Claim 44 is directed to a method of treatment comprising administering antisense 
molecules. 

Facts that should be considered in determining whether a specification is enabling, or if it 
would require an undue amount of experimentation to practice the invention include: (1) the 
quantity of experimentation necessary to practice the invention, (2) the amount of direction or 
guidance presented, (3) the presence or absence of working examples, (4) the nature of the 
invention, (5) the state of the prior art, (6) the relative skill of those in the art, (7) the 
predictability or unpredictability of the art, and (8) the breadth of the claims. See In re Wands . 
858 F.2d 731,737, 8 USPQ2d 1400, 1403 (Fed. Cir. 1988). The Federal Circuit has noted, 
however, that only those factors that are relevant based on the facts need to be addressed. See 
Enzo Biochem. Inc. v. Calgene. Inc. 188 F.3d 1362, 1371, 52 USPQ2d 1129, 1135 (Fed Cir 
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1999). 

First, US Publication (2005/0042646) sets forth that antisense therapy held promise in 
culture systems, but proved difficult to translate to animal models. (See paragraph 201). 

Second, US Publication (2005/0147694) set forth that "antisense molecules are difficult 
to deUver and sustain at therapeutically effective levels in clinical situations." (See paragraph 
0065). These teachings directly address factors 1, 4, 5, 6, 7 and 8. 

Furthermore, AppUcants specification provides no working examples of successful 
treatment with antisense molecules. This directly affects Factors 1, 2, 3, 4 and 8. 

Given the lack of guidance, lack of working examples, and the unpredictable nature of 
the invention, one of skill in the art would be forced into excessive experimentation in order to 
practice the instantly claimed invention. 

4. Claims 35 and 38 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The claims are vague and indefinite in the recitation of "an antisense molecule 
comprising an isolated nucleic acid molecule encoding a polypeptide..." Antisense 
molecules by their very nature do not encode polypeptides. Accordingly, one of skill in 
the art would be unable to understand the metes and bounds of the claimed invention. 



I 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 

form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

5, Claims 45-46 are rejected under 35 U.S.C. 102(b) as being anticipataed by 
Butler et al. 

The claims are directed to an oligonucleotide comprising from 10-120 nucleotides 
of a molecule selected from SEQ ID NO: 1-9, 

Butler et al (US Patent Number 5,576,428) disclose of nucleotides 3892-391 1 of 
SEQ ID NO: 3 which comprises 20 consecutive nucleotides in common with nucleotides 
317-336 of SEQ ID NO: 4 of the instant invention. 

Accordingly, Butler et al disclose of each and every limitation recited in the 
claims. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mark Navarro whose telephone number is (571) 272- 
0861. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Lynette Smith can be reached on (571) 272-0864. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300, 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct,uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Mark Navarro 
Primary Examiner 
September 15, 2005 



